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MVHVCTEPCTBO 3/IPABOOXPAHEHIS ¥ COLIMAJIBHOI O
PA3BUTUS POCCUMCKOU ®EJIEPALI

MHCTPYKIA
10 IPUMEHEHHUIO JIEKapCTBEHHOTI'O IIpernapara Jjis MEJULIHHCKOrO MPUMEHEHUS

BOJIbTAPEH® (VOLTAREN®)

HaHMEHOBaHHE JICKApPCTBCHHOI'O Nnpenapara

PerncrpanmnoHHbIi HOMeP:

Toprosoe Ha3BaHHe MpenapaTa: BOJIbTAPEH®
MexayHapoaHoe HeNaTeHTOBAHHOE Ha3BaHMe: TUKIOpEHaK
JlexapcTBeHHasi dopma: IUIACTHIPh TPaHCAEPMATbHBIH

Omnmcanue: IDiacTbIpy NpsSMOYTONBHONH (OPMBI € 3aKpYIVICHHBIMH KpasMH, COCTOSILIHE W3
OCHOBBI U3 II0JIH3CTEpa GEXKEBOro I[BETa C PABHOMEPHO HAHECEHHBIM a/Ir€3MBHBIM CIIOEM OT
feciBETHOr0 [0 OJIEQHO-XKENTOro IBETa €O CjIabbIM apoOMaTHBIM 3anaxoM. AJre3uBHas
MIOBEPXHOCTh TIOKpPBITA IPO3PAavyHOM 3aIMMTHOM IUIEHKOW M3 MOJMITHICHA C JBYMsA
TIONEpeYHbIMU HaJpe3aMH, OAMH M3 KOTOPBIX MMeeT BOJHMCTYIO JimHHIO. Ha mpo3paunyio
3AMIUTHYIO IUIEHKY HAHECEH PUCYHOK, II0KA3hIBAIOIIMI KaK CHUMAaTh IUICHKY C IOBEPXHOCTH
miacteipst. Pasmep mnacteips 70 x 100 mm.

Cocras:

Kasxplif U1acThIph TpaHCcAepMabHbIii 15 Mr/cyTiu (70 cM”) COZIEPIKHT:

Axmuenoe sewyecmso: 15 mr muknodenaka Harpus (1 %).

Bcnomozamenvubie  6ewjecmsa:  I€BOMEHTON 22,5 Mr, METHINUPPOIHJIOH 60,0 wmr,
IPOIMJIEHIIMKONeBble 3GUpsl XUpHBIX KucaoT 30,0 Mr, nuMonHyro kucnory 6,0 wr,
M30IIPEHCTHPON comonumep 536,1 mr, nomuusobyrunen 30,0 Mr, kame/b 3¢pupU3UPOBAHHYIO
300,0 Mr, MepKanTo6eH3uMua30i 3,7 Mr, GYTHITHIPOKCHTONYON 3,7 Mr, NapaQuH HKHIKHH
— mo 1500,00 mr; ocHoBa u3 BosiokoH mommactepa (50 den) 70 cM’; 3aIUTHAs TUICHKA U3
nonuacTepa (TomuuHa 75 Mxm) 70 oM’

®apMaKoTepaneBTHYECKas TPYNIa: HECTEPOHMAHBIA NMPOTUBOBOCIATHTEIBHEIA Mpenapat
(HITBII).

Koo ATX: M02AAILS

®apMaKoJIOrHYecKHe CBOHCTBA

Bonbraper” B BHAE IUIACTHIPS TPAHCAEPMATBLHOIO TPEICTaBIsieT COOOH OCHOBY ¢
HAHECEHHBIM AQJI€3UBHBIM CJIOEM, COJepKamuM JUKIO(eHaK, KOTOpbld obiazaer
BHIPAKEHHBIMHM AHAJIBIETHYECKHM M TNPOTHBOBOCIIAIUTENBHEIM CBOHCTBAMH. B ocnose
MeXaHU3MOB AeicTBHS JUKIo(beHaKa JIeXUT HHrMOMPOBaHHEe CHHTE3a NIPOCTarIaHInHOB.
[TnacTeipsb Bosnbrapen® ofecreudBaeT IIPOTHBOBOCHATHTENHHOE M  AHATBIECTHIECKOE
NeliCTBHE B MECTE alllUIMKALH{, yCTpaHss O00JeBOM CHHAPOM W YMEHbIIAA OTCYHOCTH,
CBSI3aHHYIO C BOCTIAJIUTEILHBIM IIPOLIECCOM.
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PapMaKoOKHHETHYECKHE CBOMCTBA

Ab6copbyus u pacnpedenenue ¢ opeanusme: KomuuecTBo aukiodeHaka, abcopOupyemoe
CHCTEMHO M3 IUIACThIps BonbTrapeH B TeueHHe 24 4, CXOAHO C TAaKOBBIM IIpH NPHMEHEHUH
SKBHBAJIEHTHOIO KOJIMYeCTBa nperapara Bonsrapen® DMmynsrens® (reip Qs HapyKHOTO
npumenenus 1 %). 99,7 % nuknodenaka CBS3BIBAETCS C CBHIBOPOTOYHBIMM Oe€JIKaMH, B
OCHOBHOM — ¢ anbOymuHoM (99,4 %).

Onumunayus: OBLUA CUCTEMHBIR KITMpEHC auKiodeHaka u3 Mia3sMbl cocTaBiser 263 * 56
i/muH. KOHEUHBIH MEpHO TOTyBHIBEICHUS B IIa3Me KpOBH cocTaBiisieT 1-2 yaca. YeTnipe
MmetabosuTa, BKIIOYas 1Ba aKTUBHBIX, TAKXKE HMEIOT KOPOTKOE BpeMs MOJIyBhIBEACHUs — 1-3
yaca. Opu wmerabomur —  3'-rumpokcu-4'-MeTokcHaukiIopeHak, umeer Oonee
TIPOAODKUTENBHBIN IEPUO TOTYBBIBEACHHSI, OJJHAKO, ABJIAETCA HEAKTUBHBIM. JIuKnodeHak u
ero MeTabOoJIUTHI BBIBOASTCA B OCHOBHOM C MOYOIA.

Y DanueHToB € HApYyIIEHUSIMH (YHKIMH TOYeK aKKyMYJSIHMH [AUKIO(EeHaKa H €ro
MeTa0O0JUTOB HE MPOHUCXOAMT. Y MAIlMEHTOB, CTPAJAIOIIUX XPOHMYECKHM TIE€NaTHTOM HIIU
HEZIEKOMIIEHCUPOBAHHBIM LMPPO30M, KHHETHKa M MeTabonu3M JuKiIodeHaKa NpOXOAAT IO
TOM JKe cXeMe, KaK U y MallMeHTOB, He UMEIOuUX 3a00/IeBaHN TIEYECHH.

JIOKTMHUYECKHE UCCIIENOBAHUS TOKa3au 6€30MacHOCTh HCII0/Ib30BaHus Ipenapara.

IMokazaHus K NPHMEHEHHUIO

Bonv B ChnHHE NpH BOCIAIWTENBHBIX M JET€HEPAaTUBHBIX 3a00N€BaHMAX MO3BOHOYHMKA
(palMKyJIHT, OCTE0ApPTPO3, MroMOaro, UiHac).

Bonu B cycraBax (CycTaBbl NAJIBLEB PYK, KOJIEHHBIE H Jp.) IPH PEBMAaTOMIHOM ApTPHTE,
ocTeoapTpose.

Boiu B MpImnax (BCJIEACTBHE PaCcTsDKEHHM, TepeHanpskeHui, yimmuboB, TpaBM).

Bocnajesde HM OTEYHOCTh MSTKHX TKAaHEH M CyCTaBOB BCJIEJICTBHE TpaBM H IIpH
peBMaThyeckux 3a0oJieBaHMAX (TEHIOBarMHHUT, OYPCHT, MOPaKEHHS IE€PUAPTHKYJIAPHBIX
TKaHeH).

IIporuBonokazaHust

IMoBBIEHHAS YyBCTBUTEIBHOCTh K AWKIO(EHaKy WIM APYIMM KOMIIOHEHTaM Mperapara;
CKJIOHHOCTh K BO3HMKHOBEHHIO MPHCTYIIOB OPOHXHANBHOH acTMBI, KOXKHBIX BBICHIIAHUHA HIIH
OCTpBIX PHHHMTOB NPH TPHMEHEHHH AalETHICATHIMIOBOH KucnoTel winm apyrux HIIBIL
6epemennocts (Il TpumecTp); IpyaHOe BCKapMiIMBaHHME, JETCKM# Bospact (mo 15 net);
HapylleHHe IEJIOCTHOCTH KOXXHBIX IIOKDOBOB B MECTE INPENIONAraéMoro HakJICHBaHUsA
IIACTBIPSL.

C ocmopooicnocmbio: iedeHoqHas nophupus (000CTPEHHUE), IPO3UBHO-A3BEHHBIE [TOPAXKEHHA
KEIMYyIOYHO-KUIIEYHOr0 TPaKTa, TsKEIble HapylleHHs OQYHKIMH [I€YEHH M IIOYeK,
XPOHHMYECKAs ceplievHast HeJOCTaTOYHOCTh, OPOHXHaIbHAs aCTMa, IOXKHJIONH BO3pacT.

IMpumenenne npu GepeMEHHOCTH H B MEPHOA rPYAHOI0 BCKAPMIIMBAHHS

Hcnone3oBanwue npemnapara y OepeMeHHBIX He H3Y4alloCh, IO3TOMY ILIACTBIPh BoanapeH® He
JIOJDKEH TPUMEHSAThCs B TedeHHe OepemeHHOCTH, ocobenno B III Tpmmectpe wu3-3a
BO3MOXKHOCTH TIOHM)KEHHS TOHYca MAaTKM M /MIM  IIPEXKIEBPEMEHHOIO  3aKpBITHS
apTepHAIBHOTO IIPOTOKA IUIO/IA.

HMccenioBaHus Ha )XMBOTHBIX HE BBIIBHIIA KaKUX-THOO IPSMBIX MM KOCBEHHBIX HEraTUBHBIX
BO3/IEHCTBHI Ha GepEMEHHOCTD, POMIbI, SMOPHOHAIBHOE M IIOCT3MOPHOHAIBHOE Pa3BUTHE.
Her maHHBIX O IPOHUKHOBEHHH IIpenapara B TIDYJAHOE MOJIOKO, ITO3TOMY ILTacThIph
BosbTapen® He peKOMEH/IyeTCs IPUMEHSTH BO BPEMsI IPY/IHOTO BCKAapMJIABAHHSL.
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Crnocod mpuMeHeHHA | A03bI

Hapy»Ho B BUE aNIUTMKANMi HA KOXKY.

Bspocnwsie u noopocmku cmapwe 15 nem:

ITnacTeips BOH’BTapeH® HaKJICHBAIOT Ha KOXY HaJx Oose3HeHHOH obmacteio Ha 24 vaca. B
TEYEeHHE CYTOK JIOIyCKAETCs IPUMEHEHHE TOJIBKO 1 IUIACTBIPS.

I1pu nevyeHuy MOBpeXAEHUN MATKAX TKaHEH ILIACTHIPD Bom;rapen® IpUMEHSIOT He Oosee

14 npue#t, a npu neyeHuH 3a00JieBaHUM MBI H CyCTaBOB — He Oomee 21 IHS, €ClIH HET
CIIeNHaIbHBIX PEKOMEH/IAIMi Bpaya.

Ecnu He HacTynaeTr ynydlneHHs COCTOSHHS CIyCTs 7 OHEH M MpH YXYAIICHHH CaMOYyBCTBUS,
HeoOXO0IUMO IPOKOHCYIBTHPOBATHCS C BPAUOM.

Heru:
He pexomenyercs npuMeHEHHE IIIaCTHIPA Bom;rapeH® y neTei B Bo3pacte miiajuie 15 ser.
[oxuple:

AHaNOru4Ho crocody NpUMEHEHHS U 103aM /IS B3POCIIbIX.

IMo6ounbIe 3¢ PerThI

HexenarenpHble peakiMd B OCHOBHOM XapaKTEpPH3YIOTCS YMEPEHHO BBIPAXXEHHBIMH H
IPOXOIAIIMMH KOXXHBIMH TPOSBICHUSAMH B MECTE allIUIMKALMHU IJIaCThIPS.

Ouenw peokue npossrenus (<1/10000):

MecTHbIe peakiuy: MyCTyIe3HbIE BBICHITAHMSL.

CucreMHBIE peaklMH: TeHepaATM30BaHHAsE KOXHAas ChbIlb; QJUIEPrHYECKHE PpeaKuuu
(KpamuBHHIIA, THIEPYYBCTBUTENHHOCTh: AHIMOHEBPOTHYECKUH OTEK, NPHUCTYNBl YAYUIbs,
OpOHXOCIIACTHYECKHE PEaKIINH ), peakMH (OTOCCHCHOUIH3ALUH.

Peokue (>1/10000, 1/1000):

MecTHble peakuuu; OyIe3HbIH JepMaTHT.

Yacmuie nposenenus (=1/100, <1/ 10):

MecTHBIE peaKkIMu: JPUTEMA, JEPMATUTBI, B T.4. KOHTAKTHBIA JEPMATUT (CHMIITOMBI:
JpuTEMa, 3yJ, OTEYHOCTh 00pabaThIBaEMOTrO y4YacTKa KOXKH, Chillb, NaIlyjibl, BE3UKYJIbI,
IETyIICHHE), FK3EMa.

IlepenoszupoBka
KpaitHe Hu3Kas cHcTeMHas aGcopOlus aKTHBHBIX KOMIIOHEHTOB M JIEKapCTBEHHass (opma
Tpenapara npu Hapy>XHOM [IPUMEHEHHH JIE/aeT NEPEJO3HPOBKY MPAKTHYECKH HEBO3MOXKHOM.

BzaumopeiicTBHe ¢ APYrHMH JIeKAPCTBEeHHBIMH CPeICTBAMH

Itactelps  BonsrapeH® MOXET yCWIMBaTh JICHCTBHE IIPENaparoB, BBI3HIBAOLINX
¢porocencubunmzanuoo.  KIMHMYECKH  3HAYMMOrOo  B3aUMONEHCTBHS € JAPYTHMH
JIeKapCTBEHHBIMH CPEICTBAMH HE ONHCAHO.

Bausinue Ha cnoco0HOCTDL BOKIEHHSI ABTOTPAHCIIOPTA H YNPABJICHHS MeXaHH3MaMH
[Ipenapar He OKa3bIBACT BIIMSHUS HAa CKOPOCTH IICHXOMOTOPHBIX PEaKIUid IPH BOXICHUH H
paboTte ¢ MEXaHH3MaMH.

Ocobble ykazaHus

ITnacTeips Bonmapeu® CIeyeT HaKJIEWBaTh TOJILKO Ha HENOBPEXICHHYIO KOXy, H3beras
ronajiaiKs Ha OTKpPHITHIE paHbl. He cremyer momyckaTh IIONafaHus Npernapara Ha riasa u
CIIM3HCTBIE 000JIOYKH.
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an IIPHUMCHCHHH INaCTBIPA Bon5‘rape1-1® B T€YEHHE CITMIIKOM JJIATENBEHOTO BPEMEHH HEIIB3S

UCKJIIOYATh BO3MOXHOCTH Pa3BUTHA CHCTEMHBIX HeOIaronpuATHBIX peaKIfii.

[Ipy TONONHUTEIBHOM HMCIOIB30BAHHM HMHBIX JIEKapCTBEHHBIX (HOpM IUKIO(pEHaKa, CIeyeT
YIUTBIBATH €r0 KOJIMYECTBEHHOE COJIEpXaHWe B IUIACThIpe, 4YTOOBI HE TPEBBICHUTH
MaKCHMAJIBHYIO CYTO4HYIO 103y aukinodenaka (150 mr/cyr).

®opma BBITYCKa

[TnacTeips TpancaepManbHbIi 15 Mr/cyTku (mromans 70 eMd).

IMo 2, 5, 7 unu 10 mnacteipeit B makere U3 aroMUHHAEeBOW Qoneru. Ha maker HaHOCAT
HHPOPMALIMIO H3 pa3/ieia «MapKHPOBKa» MJIM HAKJIEHBAIOT STHKETKY, Ha KOTOPYIO HaHOCAT
uHGOpMALMIO U3 pa3jena «MapKupoBKa». IlakeT BMecTe ¢ MHCTPYKUHMEH IO NPUMEHEHHUIO
TIOMEIIAIOT B MTAYKy KapTOHHYIO.

YciaoBus xpaHeHus
XpaHuTh IpU TeMieparype He Bbile 25 °C B OpUTHHAIBHOHN yIIaKOBKE.
XpaHUTh B HEJOCTYITHOM JUISL IeTel MecTe.

Cpox rognocTH
2 roga. He ucrionp30BaTh nociie HCTEYEHUs CPOKa FOJJTHOCTH.

YeaoBus oTHyCKa U3 aNTeK
bes peuenra.

Haszeanue u agpec pupMbI-NPOH3BOANTES

Hosaptuc Konceromep Xenc CA, Pro e Jlerpas, 1260 Huon, IlIseinapus.

I[Mpousseneno Jomkun Usiky-Kako Ko. JIT]I, 5-2-2, Seii-4o, Hakano-xy, 164-0013, Tokwuo,
Anonus

Ynakosano ®amap C.A., 49 km m1. Adunsl-Jlamus, 190 11 Asnona, I'peuns.

IpeacrasuTenabeTBo B Poccun/Aapec ansi npeabsaBIeHHs NpeTeH3Hi
123317 Mocksa, Ipecuenckas Hab. 10, Ten. (495) 969-21-65, daxc (495) 969-21-66.
E-mail: consumerhealth@novartis.ru

Crnenuanuct 1no perucrpanuu
000 «Hosaptuc Koncsiomep Xenac»




